
Retombinant DNA Advisory Committee 
National Institutes of Bealtb 

Building 31, Conference Room 6 
June 12-13, 199'7 

Final Agenda 

June 12, 1997 

1. Call to Order and Opening RemarkslMickelson ............................................... 9:00 a.m. 

Tab 1939 Notice ofMeetinglFR 5-22-97 (62 FR 28153) (Page 5) 

II. Minutes of the March 6·7, 1997,Meeting ............................................ , ....... 9:15a.m. 
Reviewers: Markert, Ross 

Tab 1940 M inutesIMarch 6-7, 1997 (Page 8) 

III. Update on Data Management/Ross ......................................................... 9:30 a.m. 

IV. 

Tab 1941 
Tab 1942 
Tab 1943 
Tab 1944 

Protocol List # 8810-001 to 9703-184 
Amendment to Protocols 
Safety Reports, Adverse Events, & Updates to Protocols 
Human Gene Therapy Protocols Not Requiring Full RAC Review 

#9701-175 to #9703-184 (excluding #9703-179) 

(Page 63) 
(Page 86) 
(Page 93) 

(Page 102) 

Human Gene Transfer Protocol #9703-179 entitled: A Phase I Study of Active Immunotherapy with 
Carcinoembryonic Antigen RNA-Pulsed Autologous Human Cultured Dendritic Cells in Patients with 
Metastatic Malignancies Expressing Carcinoembryonic Antigen . ................................. 9:45 a.m. 
PI: H. Kim Lyerly, Duke University 
Reviewers: Wolff, McIvor, Mickelson 
Ad hoc: Philip Bernstein (Nature Biotechnology), Roger Pomerantz (Thomas Jefferson Univ), 

John Coffm (Tufts Univ), Mark Boyd (Allegheny Univ), Thierry Heidmann (France) 

Tab 1945 

Tab 1954 

Tab 1960A 
Tab 1960B 

ORDA Overview 
Lyerly Protocol, 3/13/97 
Ltr from Lyerly, 3/20/97 
ORDA Ltr to Primary Reviewers, 4/4197 
RAC Members' Recommendations 
ORDA Ltr to Lyerly, 4/4/97 
Ltr from Patient's family. 4/10197 
Ltr from Patient's friend, undated 
Ltr from Patient's family, 4120197 
Ltr from Patient's friends, 4/22197 
Ltr from Lyerly, 4/23/97 
RAC Ltr to NIH Director, 4/24/97 
Wolff Comments, 4/28/97 
Pomerantz Review, 5/8/97 
Wolff Review, 5119/97 
Mickelson Review, 5/20/97 
Coffin Review, 5/20/97 
McIvor Review, 5122/97 
Bernstein Review, 5/28/97 
Boyd Review, 6/4197 
Heidmann Review, 6/9/97 
Response from Lyerly, 6111/97 

(Page 173) 
(Page 179) 
(Page 366) 
(Page 367) 
(Page 368) 
(Page 369) 
(Page 370) 
(Page 372) 
(Page 373) 
(Page 374) 
(Page 376) 
(Page 377) 
(Page 380) 
(Page 381) 
(Page 383) 
(Page 389) 
(Page 391) 
(Page 393) 
(Page 521) 
(Page 522) 
(Page 572) 
(Page 575) 
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(Coffee Break) ............................................. , . . . . . . . . . . . . . . . . . . . . . . . . .. 10:30 a.m. 

'-"" V. Continued Discussion oftbe Human Gene Transfer Protocol #9703-1 79ILyerly . . . . . . . . . . . . . . . . . . . .. 10:45 a.m. 

(Lunch) ............................................................................. 12: 15 p.m. 

VI. Discussion on Genetic Vaccines Against Cancer-Related Antigens and Oncogene ProteinsfWolff . . . . . . .. 1 :30 p.m. 

Tab 1946 Wolff Comments, 5/1/97 
Weinberg Comments, 5/5197 

(Page 397) 
(Page 398) 

(Coffee Break) ......................................................................... 2:45 p.m. 

VII. Discussion on TransgenicslSaha ........................................................... 3:00 p.m. 

Tab 1950 Article from Nature (Austria), 4/24/97 
E-mail from Gutman, UC Irvine, 4/22/97 
ORDAs Response to Gutman, 5120/97 
Article from NY Times (genetically altered food), 5/21/97 
Sections IIl-C-4 and IIl-D 

(Page 501) 
(Page S02) 
(Page 503) 
(Page 504) 
(Page 505) 

VIII. Presentation Regarding Deftnition of Standards for Viral Vector Quantification. . . . . . . . . . . . . . . . . . . . .. 3:45 p.m. 
Presenter: Aguilar-Cordova 

IX. End of Session .' ....................................................................... 5:00 p.m. 

~ June 13t 1997 

x. Call to OrderlMickelson 8:30 a.m. 

XI. Discussion on Criteria for Review of Novel Protocols & Framework for RAC DiscussionIKnorr . . . . . . . .. 8:45 a.m. 

Tab 1947 

Tab 1955 

Tab 1960D 

RAC Consensus Statement to Ad Hoc Rev Cmte, 6/9/95 
Ad Hoc Rev Cmte Executive Summary, 9/8/95 
Sample Comparison Table 
Submission Requirements Form 
Article, NIH Record, 3/25197, OPRR issued guidance to IRBs 
RAe Minutes, 12/9/96, Smith suggested framework 
Overheads 
Slides from Knorr 

(Page 401) 
(Page 402) 
(Page 404) 
(Page 406) 
(Page 423) 
(Page 524) 
(Page 525) 
(Page 588) 

(Coffee Break) .. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. 10:30 a.m. 

XII. Discussion on Streamlined SubrnissionIKnorr ... , ........ , ............ , . . . . . . . . . . . . . . . . . . . . .. 10:45 a.m. 

Tab 1948 

Tab I 960D 

Ltr from FDA, 11120/96 
Ltr from FDA, 2/23/97 
ORDA Ltr to IRBs, 5/1197 
FDA lND Application 
FDA Points to Consider, Draft 1/96 
FDA Slides, 7/96 
FDA IND Content & Formatl21 CFR 312.23 
Comparison Table, NIH vs FDA 
Appendix M. Points to Consider 
Slides from Knorr 

(Page 425) 
(Page 426) 
(Page 428) 
(Page 430) 
(Page 434) 
(Page 452) 
(Page 458) 
(Page 470) 
(Page 481) 
(Page 588) 
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(Lunch) ............................................................................. 12:00 p.m. 

"'--" XIII. Discussion on Exempt Gene Therapy ProtocolslKnorr . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. 1:15 p.m. 

Tab 1949 

Tab 1947 
Tab 1957 
Tab 1960D 

Ltr from Casadei, Greenblatt, 4/18/97 
Appendix M-IX, Footnote 
#9703-183/StrausIRequest for Compassionate Basis 
RAe Minutes, 12/9196 
Slides from Knorr 

(Page 496) 
(Page 499) 
(Page 407) 
(Page 539) 
(Page 588) 

XIV. Discussion on Flow oflnformation between RAe MembersIMcIvor . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. 2: I 5 p.m. 

Tab 1956 RAe Minutes, 1219196, ParkmanlStraus!RosslSmith (Page 537) 

(Coffee Break) ......................................................................... 2:45 p.m. 

XV. Discussion on Human Gene Therapy AbroadIMickelson ........................................ 3:00 p.m. 

XVI. 

Tab 1951 
Tab 1958 

Section I-e-l-b 
Nature, 51V97, page 6 
Scientce, 5/16197, page 1035 
Ltr from Mickelson, 5120/97 
ORDA Ltr to Lotze, 5/30/97 
Ltr from Crouch, 5/30/97 

Discussion on Future Gene Therapy Policy Conferences Topics/Markert 

Tab 1959 RAC Minutes, 12/9196 

(Page 509) 
(Page 541) 
(page 542) 
(Page 543) 
(Page 544) 
(Page 548) 

(Page 568) 

4:00p.m. 

XVII. Future Meeting Dates .................................................................... 4:50 p.m. 

Tab 1953 September 11-12, 1997, NIH, eR6 (Page 515) 

XVIII. Acting Chair's Closing RemarksIMickelson .................................................. 4:55 p.m. 

XIX. AdjournmentiMickeIson ................................. , ............................... 5:00 p.m. 

For Your Information 
Tab 1952 

Tab 1960C 

#9701-173IWilliams 
--Ltr from Marcel, 2/20197 
--ORDA fax to Williams, 2/20/97 
--Williams Response, 2/25/97 
FYI 
--Gene Therapy Conference, July 1997 

Visit the ORDA Web site on: bttp:llwww.nlh.gov/od./ordal 

(Page 511) 
(Page 512) 
(page 513) 

(Page 587) 
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